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COMPLAINT/INJURY REPORT

1. COMPLAINT NUMBER

LOB-6749

2, DATE OF COMPLAINT [MM/DD/YY)

07-30-97

FORM QF COMPLAINT

{RILETTER

& (1) TELEPRONE

mivisT 4, SOURCE OF

COMPLAINT

R(1] CONSUMER
[} GOVERNMENT
a B

rF

[ TRADE SOURCE
]+ OTHER
fincicata bn Remarks)

B,
CONMPLAINT IDENTIFICATION

8. NAME AND ADDAESS (ciude Zi Coda)

WORK(

b, AREA CODE AND TELEPHONE

a. DESCRIPTION OF COMPLAINT/INJURY

Complainante wife has baan taking the product for asbout ons week one can 3X a day bafore maals to loss
COMPLAINT .
R INJURY weight, Collapsed at[llllend was treated and then air evac. to Is currently In

L.C>U> with Neuro and heart problems currently on vantilator.

Cruniat Hemarmog e I

DOES COMPLAINT EXPEGT ADDITIONAL FDA CONTACT? l oNo B YEG /Exploin In Retnonks)
7. a b. TYPE SYMPTOMS ONSET c.ATTENDING HEALTH d, HOSPITALIZATION REQUIRED
INJURY OR 30 {HR) PAOFEESIONAL g No
LINESS (HFC-161) 11} VOMITING - 1) NG X {2) YES {1t "yas® giva nsma
RESULTED NOTIFIED €32 NAysEA - 1 YEG {H “yea” give reme eddreas, and phona na, and dates)
anwne O No 33! DIARBHEA - addroess, and phohé no.)
! (2) vES & (2) Yes [34) eEVER —

DATE 8-1-87 [38) SKINEYE IRR. -
(If "YES3* complats €} HEADACHE -
kems 8 through di Bl {7) OTHEBA__
8. BRAN — b. PRODUCT NAME

o FEFAST PLUS > SHAPERITE SHAPE-PAST FLUS

PRODUCT AND <. $1Z8 AND PACKAGE TYPE 4.NAME AND LOCATION OF STORE WHERE PURCHASED
LABELING 90 CAPSULE PLASTIC BOTTLE

#, PACKAGE CODE/SERIAL NUMBER/ETC. £.DATE ¢.FRODUCT USED h.AMT REMAINING

PEO787 PURCHASED {If "yes” enter date): 64 coprular

EXPIUSE BY DATE: within ons O1INO K (2) YESstarted

weak wsing sbout 7-20.
97

9, &.HOME DISTRICT N ug:o;ounsss OF FRAM (lnclude Zip Cods} d
MANUFACTURER/ | DEN-BO sﬁ_él_‘:_eg CEPTS INC é”mdh : IMPORT
DISTREBUTOR 1638€, REDWOOD ROAD wfoet . PRODUCT
OF PRODUCT B, G.F.NO, BALT LAKE C1TY, T, 84115 Yyl & (1) NO

1722000 12} YES
10, 2. PROBLEM KEYWORD c. DISPOSITION 11. PRODUCT CODE

(1) CODE {2} ORECHIPTION B4FOLOD

RX INJURY REACTION B! {1} IMMEDIATE FOLLOW-UP
TVALUATION b. EVALUATION [321 /U NEXT E1 12, INFORMATION  COPIES TO:
AND 31} NOT AN FDA OBLIGATION 13} CLOSED WITHOUT FURTHER [HFN - 355 OiFz. 243
DISPOSIYION [32) OBLIGATION, NO VIOLATION INVESTIGATION IBlotcgiont

& (3] FDA ACTION INDICATED [14) REFERRED TO OTHER CHEN - 730 [HFZ . 400

. £34) INSUFFICIENT INFORMATION FEDERAL AGENCY (Clogss tia)
UNASLE TO EVALUATE [38) REPERAED TO STATE/ [HmAN - 333 & HFC - 181
LOCAL AGENCY
] (6) REFERAED TO OTHER 4PV - 238 [ DEN-DO, CFSAN
FDADEN-DO DISTRICT

REMARKS

Datalled memorandum of investigation to follow with madical recards
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. " - - - 1. COMPLAINT NUMBER
. - = LOS-6749
COMPLAINT/INJURY REPORT
/ R 2. DATE OF COMPLAINT (MM/DD/YY)
07-30-97
3. K (1) TELEPHONE BivISIT 4. SOURCE OF Kl (1) CONSUMER [B) TRADE SOURCE
FORM OF COMPLAINT [RILETTER COMPLAINT [P} GOVERNMENT [ OTHER
(m 8 [m ) r {Indicate in Remarks]
5. a. NAME AND ADDRESS (Include Zip Codel b. AREA CODE AND TELEPHONE
COMPLAINT IDENTIFICATION HOM
WORK(}

6. a. DESCRIPTION OF COMPLAINT/INJURY
COMPLAINT Complainants wife has been taking the product for about one week one cap 3X a day before meals to lose
OR INJURY weight. Collapsed at|JJlill and was treated and then air evac. to Is currently in

1.C>U> with Neuro and heart problems currently on ventilator.

DOES COMPLAINT EXPECT ADDITIONAL FDA CONTACT? [No Kl YES (Explain in Remarks)
7. a. b. TYPE SYMPTOMS ONSET c.ATTENDING HEALTH d. HOSPITALIZATION REQUIRED
INJURY OR EIB [HR.) PROFESSIONAL 1) NO
ILLNESS (HFC-161) 31) VOMITING _ g No [X (2} YES (if "yes” give name
RESULTED NOTIFIED [32) NAUSEA _ [32) YES (If "yes” give name address, and phone no. and dates)
O1 NO 1) NO [13) DIARRHEA _ address, and phone no.)
K (2) YES K (2) YES [d4) FEVER _

DATE 8-1-97 [35) SKIN/EYE IRR. _
{If "YES" complete [06) HEADACHE _
Items a through d} K (7) OTHER__
8. a. BRAND NAME b. PRODUCT NAME

SHAPE-FAST PLUS SHAPERITE SHAPE-FAST PLUS
PRODUCT AND c. SIZE AND PACKAGE TYPE d.NAME AND LOCATION OF STORE WHERE PURCHASED
LABELING 90 CAPSULE PLASTIC BOTTLE Purchased from

e. PACKAGE CODE/SERIAL NUMBER/ETC. f.DATE g.PRODUCT USED h.AMT REMAINING

PS0787 PURCHASED {If "yes" enter date). 64 capsules

EXP/USE BY DATE: within one 31 N0 K (2) YESstarted

week using about 7-20-
97

9. a.HOME DISTRICT c. NAME AND ADDRESS OF FIRM (Include Zip Code} d.
MANUFACTURER/ DEN-DO SHAPERITE CONCEPTS INC IMPORT
DISTRIBUTOR 1635 S. REDWOOD ROAD PRODUCT
OF PRODUCT b. C.F.NO. SALT LAKE CITY, UT. 84115 R (1} NO

1722000 [32) YES
10. a. PROBLEM KEYWORD = DISPOSITION 11. PRODUCT CODE

{1) CODE (2} DESCRIPTION 54FCE09

RX INJURY REACTION K (1) IMMEDIATE FOLLOW-UP
EVALUATION b. EVALUATION [12) F/U NEXT €I 12. INFORMATION COPIES TO:
AND I1) NOT AN FDA OBLIGATION [33} CLOSED WITHOUT FURTHER [HFN - 355 [HFZ - 343
DISPOSITION [J2) OBLIGATION, NO VIOLATION INVESTIGATION (Biologics]

R (3] FDA ACTION INDICATED [14} REFERRED TO OTHER [HFN - 730 [CHFZ - 400

[14) INSUFFICIENT INFORMATION FEDERAL AGENCY (Closes file)

UNABLE TO EVALUATE [35! REFERRED TO STATE/ [HFN - 333 Rl HFC - 161
LOCAL AGENCY
R (6} REFERRED TO OTHER [HFV - 236 K DEN-DO, CFSAN
FDADEN-DO _DISTRICT

REMARKS

Detailed memorandum of investigation to follow with medical records
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INVESTIGATIONS OPERATIONS MANU

EXHIBIT 910-D

Adverse Reaction Questiopnaire
Comptaint Number:/ 0S— 6 7“'{2 InvestigatornNoH A A. NicHolson

Consumer Information 1

Initial Report Source: OORA Consumer Injury
Date of Report; 07‘ 30~ ?7

MM/DD/YY Eﬂ‘elephone OCorrespondence SMedWatch
USP OPQRS OPoison Control OCDC

N o= v o | 57

1
Racs: W1-White 02-Black ©3-Asian/Pacific Istander 0O4-Native American  05-Hispanic
08-Other 09-Unknown

Information on Adverse Reaction

Date of Adverse Reaction: /-R& 77 Give the sits of consuroption/ingestion (e.g. home, restaurant, office);
Previous Reaction (o Product Typs: OYes ¥No Ho /e &

The following information relates to the consumers’ use of the product. T‘

Deascribe the adverse event (including symptoms and the time lapse from. using product to onset of symptoms):

SEE MEH O

How long did the symptoms last?
Give the circumstances of exposure (i.e, how much was taken, how \(3: the product taken and how often was it taken, etc.).
SELE ™ &4t ‘

List all Medication(s), Dietary Supplemeat(s), Food(s), and other product(s) used at the time of the event:
&L ML
Did event abate after use of suspected product stopped or dose reduced: OYes ONo OUnknown

Did symptoms reoccur after reintroduction of suspected product: OYes ONo OUnknown DNot Applicable
Did symptoms reoccur after using other products with the same ingredients: OYes ONo OUnknown ONot Applicabls

Medical Information

Was a health caze provider seen?: ¥¥es ONo SEC A TMNe) ATt OF
Give health care provider’s name, address and telephone number: /A VES T1¢t 7110 A

Occupation of Health Care Provider: YOsteopath  ONaturopath MNuree  OPharmacist
Othor (spacify) SEE E0 ME D

What medical tests were performed and what were the results? SEL ATTHN ED N E#L O

What was the medical diagnosis? OF JMVESTiENT /0~
What treatment(s) was given (e.g., drugs, other)?

Were there any preexisting condition(s)/treatment(s)?
(f YES, list them including aflergies, and chronlc diseases); OYes Wo
(

377 ' 000003
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EXHIBIT 910-D ~ lgsnmmusgpmmusmmm

Product Category

1. Adverse reaction to:
GMedical Food (under medical supervision) OlInfant Formula

ie(ary Suppkment (a viumln; e sacats! mineasd; o protain; o derd or similar nutrfrional substanoot lnchuding botunicals mch m giaseng and yohimbe, smine

scids, axtracn from anlmal glanda, gartic exiruct; fish ofla; ofl of svening primross; Mber such & pryllium ssd guar guen; compounds nt goncrtlly recognicsd m food or
sutrkcnts, mch es Bioflavosokls, cazymsas, germanius, puclelc scids, pare-aming-beakok scid, sod rutin; and mixturm of hees Iagrodian.)

OQ0thar (traditional food)

Other Product Problemy
2. OForeign Object (specify):
3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name s listad on the label (including the recommended dosage/serving size, recommended duration of use,
and indications for use as listed on the label):  Siyp 44~ FAST Hrgues owe—To 7w 0
&A’Sz‘-a‘vs DALLY Be ALIyTES RBEFAE FHM ppeygy 4c

List product ingredients (if ingredients are suspected to be present, but not verified, Mst as suspected):
0Check bers if ingredients are unknown

Bty Yoo ME CAYSGLES CONT#AS Uik Naniol, C5HAOHNIZED
(Zmé ) Kpeowns, Yt Cotd psmimd 7o ¥ Yo e s 4
CaRPEvE o ! o A TTRMED Cd < \E<TON

Aerox— I

If » particular ingredient is suspected of contributing to the reaction, please indicate the appropriate category below:

OAspirtame OColor Additive (pleass specify)
CMonosodium Glutamats
DSulfite

EpREDR A
ﬁsz;orf—b

Is the product label available, if yes submit a quality copy along with this questionnalre: ©Yes }ﬁlo OUpknown
Product Sample Available: OYes ONo OUnknown

Outcome Attributed to Adverse Event:
Qf yes, include pertinent medical records)

Deosth: OYea o
Life-Threatening: WYes CONo

&, it (-
. : iti CaptrTly 100 L& T
Hospltalization; 75&'« ONo Gf YES, Indlose i initsl or prolonged) _C4tATATEy L% V0 5 L paKS

Required intarvention to prevent permanent lmpairmcntldnmge:?&u ONo
Did the adverse reaction result In & congeaital anomaly: 0Yea 0ONo L{u}(A/DW "/

378
00004




)
5

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
LOS ANGELES DISTRICT OFFICE
INVESTIGATIONS BRANCH
19900 MACARTHUR BLVD. #300
IRVINE, CA. 92715

MEMORANDUM
DATE : August 1, 1997 Product Shape-Fast
Mfr. ShapeRite
TO: James E. Kozick-LOS-DO Sandy, UT 84070
FROM: John A. Nicholson ratient [HIIIIININGGBE

SUBJECT: Injury Investigation Ephedra Related Consumer Complaint
LOS-6749 CFSAN PROJECT # 12483

on July 30, 1997 I received a telephone call from a

regarding his daughter being in intensive care due to the ingestion
of a “Weight Loss” product that contains Ma Huang ( Ephedra). The
product is called “Shape-Fast” and is manufactured by ShapeRite of
sandy, UT. 84070. Mr. NN indicated his daughter had been
taking the Special Dietary for about one week prior to collapsing.

er is on a ventilator and has
neurological and cardiac problems brought on by the “Shape-Fast”

product. 7 asked Mr. .y he thought the “Shape-Fast”
product caused the problems. He stated both the neurological

physician as well as the cardiac physician told him the ephedra in
the product likely caused the injury. I made arrangements to meet

with Mr. and Mrs. Fand I husband [zt
at 4:00 P.M. July 31°°.

on July 31°¢ I met with Mr. and Mrs. | N NN :d M:.

to obtain more information into the injury to

: was infornea I > 0w on I
em

Ms. is a healthy individual with no known health prob
has been doing aerobics and working on a tread-mil

severa! years. About one week ago -purchased a

called “SHAPE-FAST” manufactured by ShapeRite, Sandy, UT.




y
D

The product was purchased from a [N
] The “SHAPE~FAST” product contains Ma

Huang which 1is labeled to be standardized to 15 mg. Ephedra
alkaloids along with Cola and 40 mg. of caffeine. The label states
to take one or two capsules 30 minutes before each meal. According
to his wife was taking one capsule before each meal
and had been taking the capsules for about one week. {a count of
the opened bottle showed 64 capsules present from the initial 90
capsules}. On Monday July 28 *went to the -
I ;o take her aerobics class. 1le taking the class
collapsed and was transported by ambulance to ||} N GEcGcGTEEE
After initial screening|iij was Air Evacuated to the

B (s currently in the Intensive Care Unit at the-

has suffered damage to the brain,
s currently on a ventilator to assist in
18 expected to be in the I.C.U. for at least
The following doctors are involved in treating

heart and CNS.

her breathing.

three more weeks.
1. Dr.

I -0 095"

on August 4, 1997 I went to the N o

obtain a copy of the Accident Report that was made out on July 28,
1997 covering the incident with Attached to this
report is this Accident Report dated 7/28/97. This is attached as
Exhibit Al.

on August 4, 1997 I went to || GGG o obtain the
medical records relating to their treatment of m
Attached to this report are thirteen (13) pages of medical records.

These records are identified as Exhibits B1/BI13. These records

indicate that suffered a “subarachnoid hemorrhage”
and was transferred by

Oon August 5, 1997 I went to
to obtain medical records on

Attached to this report are the following medical

records relating to I
Exhibits Cl/C7_Admitting diagnestic

notes.

Exhibits D1/D29-Physician’s Progress notes.

000006
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Exhibits E1/E13-Physician’s Orders.

Exhibits F1/F13-Nursing Progress Notes.

Exhibits G1/G2-Radiology Monitoring Record.

Exhibits Hl1/H19-Medication Administration Records.

Exhibits Jl1/J21-Laboratory Records.

Exhibits Kl1/Ké6-Emergency Department Orders and Records.
Also attached to this report as exhibits are the following
information relating to “Shape-Fast” and other “ShapeRite”

products:

Exhibit L1/L2-ShapeRite Suggest Price List for ShapeRite
products.

Exhibit Ml1/M2-National Dieter’s Council information.

Exhibit N1/N2-ShapeRite Independent Distributor Product
Information Bulletin. This booklet has the name and

address_of the [IIIIIEIEINGNGNGEGEGNGNGNGNN
Exhibit O-Shaperite Area Meeting Schedule for 1997.

Exhibit P-Suggested Product Combinations For The Shaperite
Product Line.

Exhibit Q-ShapeRite Shapefast Plus Information booklet.

Exhibit R-Seven Day Cycle Diet.

Nicholson, 144
LOS-DO

, oLy Lo e

4%
MJOJ‘\ EEL
29&}135*94\. \‘}BH\‘\TJ
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
LOS ANGELES DISTRICT OFFICE
INVESTIGATIONS BRANCH
19900 MACARTHUR BLVD. #300
IRVINE, CA. 92715

MEMORANDUM
DATE: August 18, 1997 Product Shape-Fast
REVISION OF 8-1-97 Mfr. ShapeRite
TO: James E. Kozick-LOS-DO Sandy, UT 84070

FROM: John A. Nicholson Patient _

SUBJECT: Injury Investigation Ephedra Related Consumer Complaint
LOS-6749 CFSAN PROJECT # 12483

on July 30, 1997 I received a telephone call from a |GGG
regarding his daughter being in intensive care due to the ingestion
of a “Weight Loss” product that contains Ma Huang ( Ephedra). The
product is called “Shape-Fast” and is manufactured by ShapeRite of
Sandy, UT. 84070. Mr. indicated his daughter had been
taking the Special Dietary for about one week prior to collapsing.

According to is 1in I

tated his daughter is on a ventilator and has
neurological and cardiac problems brought on by the “Shape-Fast”
product. I asked Mr. BB vy he thought the “Shape-Fast”
product caused the problems. He stated both the neurological
physician as well as the cardiac physician told him the ephedra in
the product likely caused the injury. I made arrangements to meet

with Mr., and Mrs. and N husband ] 2t I
at 4:00 P.M. Juﬁlly 31°°,

On July 31°* I met with Mr. and Mrs. I -© V. IR

to obtain more information into the injury to
I was informed |} QbNOBEEEEEE 25 born on
S. is a healthy individual with no known health problems.

has been doing aerobics and working on a tread-mill for
several years. About one week ago BB purchased a product
called "“SHAPE-FAST” manufactured by ShapeRite, Sandy, UT., 84070.

Gr. Ol 61 9Ny L6.

] Gy

78 41 1S0/H3ATY
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The product was purchased from a G
I [ “SHAPE-FAST” product contains Ma
Huang which 1is labeled to bg standardized to 15 mg. Ephedra
alkaloids along with Cola and 40 mg. of caffeine. The label states
to take one or two capsules 30 minutes before each meal. According
to his wife was taking one capsule before each meal
an a een taking the capsules for about one week. {a count of
the opened bottle showed 64 capsules present from the initial 90
capsules}. on Monday July 28" | vwent to the -
B o take her aerobics class. While taking the class
collapsed and was transported by ambulance to_
- After initial screening -was Alr Evacuated to the
is currently in the Intensive Care Unit at the
has suffered damage to the brain,
is currently on a ventilator to assist in
her breathing ”is expected to be in the I.C.U. for at least
three more weeks. e following doctors are involved in treating

both of
3.. Dr.

I - 0109ist,

On July 31, 1997 I collected the remaining portion of the "“Shape-

Fast” capsules that had been consuming The
capsules were collected as 97-757-340. The sample was submitted to
SEA-DO laboratory to the attention of Tom Savage.

on august 4, 1997 I went to the [N :-

obtain a copy of the Accident Report that was made out on July 28,
1997 covering the incident with Attached to this
report is this Accident Report dated 7/28/97. This is attached as
Exhibit Al.

On August 4, 1997 I went to
medical records relating to their treatment of

Attached to this report are thirteen (13) pages of medical records.
These records are identified as Exhibjits Bl/B13. These records

Indicate that suffered a “subarachnoid hemorrhage”
and was transferred by

I was unable to copy the label from the bottle of “Shape-Fast” as
was SEA-DO. Cn August 5, 1997 SEA-DO laboratory submitted a
“verified” copy of the product labeling which is attached.

to obtain the

000009
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On August 5, 1997 I went to
m to obtain medical records on

ache 0o this report are the following medical
records relating to

exnibits c1/c7 | 2o tting diagnostic

notes.

Exhibits D1/D29-Physician’s Progress notes.

Exhibits E1/E13-Physician’s Orders.

Exhibits F1/F13-Nursing Progress Notes.

Exhibits Gl1/G2-Radiology Monitoring Record.

Exhibits H1/H19-Medication Administration Records.
Exhibits Jl/J21-Laboratory Records.

Exhibits Kl1/K6~Emergency Department Orders and Records.

On August 11, 1997 I contacted Dr. _the cardiologist
working on || N N :c02:rding possible implication of the

“Shape-Fast” product c¢ontaining Ephedra. Dr.
informed me that the Ephedra was very likely responsible for
bringing on the hypertension and resulting injuries incurred by Ms.

On August 15, 1997 Dr. Lisa Ginn of 0.S5.N.-CFSAN contacted me and
asked for additional dictated diagnosis and assessment records of

the physicians treating |||} d JJEEEE Thcsc are attached as
exhibits S through U.

Also attached to this report as exhibits are the following
information relating to “Shape-Fast” and other “ShapeRite”
products: -—

Exhibit L1/L2-ShapeRite Suggest Price List for ShapeRite
products.

Exhibit M1/M2-National Dieter’s Council information.

000010
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Exhibit N1/N2-ShapeRite Independent Distributor Product
Information Bulletin. This booklet has the name and

address of the
Exhibit O-ShapeRite Area Meeting Schedule for 1997.

Exhibit P-Suggested Product Combinations For The Shaperite
Product Line.

Exhibit Q-ShapeRite Shapefast Plus Information booklet.
Exhibit R-Seven Day Cycle Diet.

Exhibit S1/S2J History & Physical Report dated

7-28-97. Dr. _Dr. _
Exhibit T1/T2 Assessment/Consultation dated
7-28-97. Dr.

Exhibit U1/02 t/Consultation dated
7-29-97 Dr.

John A. Nicholson, 144

I 105 -DO

CC: J. Rowe HFC-161
Dr. L. Ginn-0OSN,CFSAN HFS-451
H. Carrillo LOS-DO
HFS-636 Project 12483




